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DETAILED ACTION 

1 . Applicants' arguments, filed October 8, 2008, have been fully considered and 
they are deemed to be persuasive. In light of the amendments, the following rejections 
are deemed necessary. They constitute the complete set presently being applied to the 
instant application. 

Status of the Claims 

Claims 1-3, 7-1 1,13, and 14 are under examination. 
Claims 4, 5, 6, and 12 are withdrawn drawn as being drawn to a non-elected 
species. 

Claim Rejections - 35 USC §112, 1 st Paragraph 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-3, 7-11, 13, and 14 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman , 230 USPQ 546 
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(BPAI 1986) and reiterated by the Court of Appeals in In re Wands , 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: 

(1 ) the quantity of experimentation necessary - Undue experimentation is 
necessary because the ability of one of skill in the art to synthesize a compound that fit 
a computer model is unpredictable. See below. 

(2) the amount of direction presented - The specification on page 8 does provide 
example of commonly used methods of pegylation, however it is unclear if these 
methods are capable of generating the theoretical compounds devised by the simulation 
model. 

(3) the presence or absence of working examples - The specification discloses 
different methods of generating a protein with an attached moiety, however it is unclear 
if these methods are capable of generating the theoretical compounds devised by the 
simulation model. 

(4) the nature of the invention - The invention is drawn to generating compounds 
that fit a simulation model. 

(5) the state of the prior art - The prior art states that synthesizing a theoretical 
compound is unpredictable. 

(6) the relative skill of those in the art - The relative skill of those in the art is 

high. 

(7) the predictability or unpredictability of the art - Synthesizing a theoretical 
compound is unpredictable. 
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(8) the breadth of the claims - The invention is drawn to generating and 
screening compounds that fit a simulation model. 

The instant claims are drawn to invention is drawn to generating and screening 
compounds that fit a simulation model. However, synthesizing a compound is an 
unpredictable process. According to Street et al., page R108, while the design of 
proteins is becoming possible, "Discovering the forces critical to the determination of 
backbone conformation and their coupling to sequence selection will rise as the major 
challenge in solving the 'complete' protein design problem." (Structure (1999) Volume 7, 
number 5, pages R105-R108). Given that it is still unpredictable to synthesize proteins 
that fit a computer model, one of skill in the art would have to perform undue 
experimentation in order generate such proteins. Without further guidance from the 
specification or method steps from the claims, the specification does not enable one of 
skill in the art to make or use the invention commensurate in scope with these claims. 

Withdrawn Rejections 

4. Applicant's arguments and amendments, filed October 8, 2008, with respect to 
the rejection made under 35 U.S.C. §103 have been fully considered and are 
persuasive. Kochendoerferer et al. and Ramnarayan et al. do not teach the particular 
steps of the simulation module in step d). This rejection has been withdrawn. 



Conclusion 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JERRY LIN whose telephone number is (571 )272-2561 . 
The examiner can normally be reached on 7:00-5:30pm, M-TH. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie A. Moran can be reached on (571) 272-0720. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jerry Lin/ 

Examiner, Art Unit 1631 
1/20/2009 



